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earned patent term adjustment. See 37 CFR 1 .704(b). 
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10)0 The drawing(s) filed on is/are: a)n accepted or b)\Z\ objected to by the Examiner. 
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DETAILED ACTION 



Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-13, drawn to a method of implanting a disc, classified in class 
606, subclass 86. 

II. Claims 14-53, drawn to the apparatus, classified in class 606, subclass 
86. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another materially different apparatus or by hand, or (2) the apparatus as 
claimed can be used to practice another and materially different process. (MPEP § 
806.05(e)). In this case the kit of invention II could be used to place a replacement core 
implant into a bone from which a core sample has been drilled or cut from. 

Because these inventions are distinct for the reasons given above and the 
search required for Group I is not required for Group II, restriction for examination 
purposes as indicated is proper. 



Upon election of the apparatus, further restriction to one of the following inventions is 
required under 35 U.S.C. 121: 
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i. Claims 14-24, drawn to a kit for implanting an intervertebral disc, classified 
in class 606, subclass 86. 

ii. Claim 25-28, drawn to verification instrument, classified in class 606, 
subclass 61. 

Hi. Claims 29—30, 52-53, drawn to a midline marker, classified in class 606, 
subclass 61. 

iv. Claims 31-35, drawn to an endplate cutting device, classified in class 606, 
subclass 79. 

V. Claims 36-37, drawn to a distraction instrument, classified in class 606, 
subclass 105. 

vi. Claims 38-40, drawn to an endplate insertion instrument, classified in 
class 606, subclass 99. 

vii. Claim 41-43, drawn to a core insertion instrument, classified in class 606, 
subclass 99. 

viii. Claims 44-51 , drawn to a trial spacer head, classified in class 606, 
subclass 102. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions i and ii are related as combination and subcombination. Inventions in 
this relationship are distinct if it can be shown that (1) the combination as claimed does 
not require the particulars of the subcombination as claimed for patentability, and (2) 
that the subcombination has utility by itself or in other combinations (MPEP § 
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806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the subcombination contains a 
pin with an extending horizontal portion and extending vertical portion (claim 26) and a 
guide consisting of a slot or bore (claim 28), not necessary for the combination. The 
subcombination has separate utility such as a slotted guided for a bone-cutting device. 

Inventions i and iii are related as combination and subcombination. Inventions in 
this relationship are distinct if it can be shown that (1) the combination as claimed does 
not require the particulars of the subcombination as claimed for patentability, and (2) 
that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the subcombination contains the 
particulars of at least one or two protrusions (claim 29) and retention spikes (claim 30), 
not necessary for the combination. The subcombination has separate utility such as a 
bone plate retained to the bone by the retention spikes. 

Inventions i and iv are related as combination and subcombination. Inventions in 
this relationship are distinct if it can be shown that (1) the combination as claimed does 
not require the particulars of the subcombination as claimed for patentability, and (2) 
that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the subcombination contains the 
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particulars of a handle (claim 31) or discrete graduations (claim 34) or cutting shafts 
(claim 31), not necessary for the combination. The subcombination has separate utility 
such as cutting and shaping device for bone segments such as the femur or humerus or 
distracting and cutting apart bones such as the femur and the tibia. 

Inventions i and v are related as combination and subcombination. Inventions in 
this relationship are distinct if it can be shown that (1) the combination as claimed does 
not require the particulars of the subcombination as claimed for patentability, and (2) 
that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the subcombination contains the 
particulars of removably coupled diametrically opposed arms and a distraction 
mechanism (claims 36 & 37), not required by the combination. The subcombination has 
separate utility such as being used in the reverse action of distraction as tongs to pick 
up an object or push two object together. 

Inventions i and vi are related as combination and subcombination. Inventions in 
this relationship are distinct if it can be shown that (1) the combination as claimed does 
not require the particulars of the subcombination as claimed for patentability, and (2) 
that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the subcombination contains the 
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particulars of an endplate holder, a handle, a slidably coupled mounting plate (claim 38) 
or a removably coupled insertion end (claim 42), not required by the combination. The 
subcombination has separate utility such as a guide for an orthopedic plate to be 
attached to other bones of the body such as the humerus or femur. 

Inventions i and vii are related as combination and subcombination. Inventions in 
this relationship are distinct if it can be shown that (1) the combination as claimed does 
not require the particulars of the subcombination as claimed for patentability, and (2) 
that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the subcombination contains the 
particulars of a removably coupled insertion end, not required by the combination. The 
subcombination has separate utility such as a guide for a guide for returning a core 
sample back to its source, such as returning a tree core sample to its parent tree ensure 
adequate healing of the tree. 

Inventions ii and viii are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the subcombination contains the 
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particulars of a radiopaque body (claim 45) or diametrically opposed pins of different 
lengths (claim 46 & 48), not required by the combination. The subcombination has 
separate utility such as a temporary bone implant that could be placeholder until a 
permanent implant is available. 

Inventions ii, iii, iv, v, vi, vii & viii are related as subcombinations disclosed as 
usable together in a single combination. The subcombinations are distinct from each 
other if they are shown to be separately usable. In the instant each case invention has 
separate utility such as indicated below. See MPEP § 806.05(d). 

ii. Verification instrument 

a. Separate utility as a slotted guided for a bone-cutting device. 

iii. Midline marker 

a. Separate utility as a bone plate retained to the bone by the retention 
spikes. 

iv. Endplate cutting device 

a. Separate utility as a cutting and shaping device for bone segments such 
as the femur or humerus or distracting and cutting apart bones such as 
the femur and the tibia. 
V. Distraction instrument 

a. Separate utility, such as being used in the reverse action of distraction as 
tongs to pick up an object or push two object together, 
vi. Endplate insertion instrument 
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a. Separate utility as a guide for an orthopedic plate to be attached to other 
bones of the body such as the humerus or femur. 

vii. Core insertion instrument 

a. Separate utility as a guide for a guide for returning a core sample back to 
its source, such as returning a tree core sample to its parent tree ensure 
adequate healing of the tree. 

viii. Trial spacer head 

a. Separate utility as a temporary bone implant that could be placeholder 
until a permanent implant is available. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification, restriction 
for examination purposes as indicated is proper. 

This application contains claims directed to the following patentably distinct 
species of the claimed invention: 

Upon election of Group ii further election of species is required 

A. Figure lb, 18 

B. Figure 

Upon election of Group iii further election of species is required 
A. Figure 3A 
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B. Figure 12A 

C. Figure 12D 

Upon election of Group iv further election of species is required 

A. Figure 4A 

B. Figure 13A 

Upon election of Group v further election of species is required 

A. Figure 2A 

B. Figure 8A 

C. Figure 8D 

D. Figure 8E 

Upon election of Group vi further election of species is required 

A. Figure 5A 

B. Figure 14A 

C. Figure 14E 

Upon election of Group vii further election of species is required 

A. Figure 6A 

B. Figure 15A 

C. Figure 15E 

Upon election of Group viii further election of species is required 

A. Figure 2B 

B. Figure 10A 

C. Figure 10E 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, none are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or othenA/ise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 
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Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert W. Amareld, Jr. whose telephone number is 571- 

272- 6170. The examiner can nomrially be reached on M-F 9am -5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine M. McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Infonnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Robert W Amareld, Jr. 

Examiner 

Art Unit 3738 

RWA 

SUPERVISORY P^TE^^• EXAMINER 
TECHNOl/JSY L,iif>sTER 3700 



